JAEKJIAPALIAA O COOTBETCTBHH

JEKJAPAHT, IPHHUMAIOII U AEKJAPAIIMIO O COOTBETCTBUH

AO "Canogu Poccus”

3apecucmpuposano : Mexcpationnaa uncnexyus MHC Poccuu Ne39 no 2.Mockse OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: Ienepanvneiii oupexmop Aoavsn H.B.

Iosepennoe nuyo: Knoxosa KJ.C., oogepennocme 6/n om 01.12.2017

3AABJAET, UTO

aexapcmeennoe cpedcmeo. Topeaxapd mabremxu nokpeimvie nienoynol oboroyxoi 10 mz 10 wm., yharkosxu
Avelxogvie Konmypusie (3), nauku kapmonnvie, PY Ne JIC-000438 om 29.06.2010 (oama 3amenvt 21.08.2017)
abidarno AQ "Canogu Poccus”’, cepus 4080418, napmus 59437 ynaxosox, eoden 0o 31.03.2022, npouseoocmea
Canera Papmacviomuxanc a.c., Caosayxas PecnyGruxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 92027
Hlohovec, Slovak Republic, koo OKIIT2 21.20.10.149, koo TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085291703 om 21,05.2018

COOTBETCTBYET TPEBOBAHUSIM

JC-000438-290411 usm. Ne [-6

JAEKJTAPANAS ITPHHATA HA OCHOBAHIHA

npomokon uchetmanuit Ne 1444 0 om 29.05.2018 HJI 000 HI] "@APMOBOPOIA", animecmam
axxpedumayuu POCC RU.0001.210JI40, Cepmupuxam POCC SK. ©@MO8.C14879 om 29.05.2018

HAPUIS f"T}fg&ﬂERﬂAPAuHH 29.05.2018
AEKNAPALIAS] TEACTBUTENBHA [0 31.03.2022

Y
7 % - o Knokora 10.C.
L TOTCE ®.U.0

CBEJAEHMUS O PETUCTPAIIMU

OPI'AH 110 CEPTUPUKAIINH, 3APETHCTPHPOBABIIMIA JJEKJIAPALHYO
RA.RU.HI®MO8 OPTAH 110 CEPTHOHMKAIHH HPOIYKIHH OFLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYXHOH IIEHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, &. Mockea, yn. Macmeprosa, 0. 4, sm. 5, now. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, zopod Mockea, yi. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eet-
catim: oYxkK.pe.
I[EKJIAPAH%I/I}I 0 COOTBETCTBHH 3APETYICTPUPOBAHA M POCC SK. OM08.7402205
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SANOFI

Canexa Qapmackrotakaic a.c., Cnosaukas Pecriybanka

Hurpuancka 100, 920 27 U'narogell

CEPTHUOPHKAT AHAJIA3A

Topsakapy, Ta0eTKH, NOKPBITHIE IIeH09noi o6osouxoi 10 mr Ne 30

Hara waroropnenus: 17/04/2018
Foxen mo: 31/03/2022
Cepna: 4080418

HA JIC-000438-290411

IIOKA3ATEJDL HOPMBI PE3YJBTATHI
Ouncanne Or Benoro no nourk 6enoro uBeTa COOTBETCTRYET
OBANBHBIE JBOSKOBLITYK/TbIE TAOIETKH,
NOKPBITEIE NIEHOMHON 000N04YKOH

HoanuunocTs

- ATOPBACTATHH COOTBETCTBHE XPOMATOTPAMM COOTBETCTBYET

- KanplUuii COOTBETCTRYIOLICE OKPALIMBAHKE PACTBOPA | TNOOKHTEABHO

~ THTAHA AUOKCH XKEJITO-OPAHKEROE OKPALIKBAHHE NIOAGMKHTENBHO
Cpeanss macca 1 TabneTku 010,137 n0 0,152 0,144 r
OTKII0HEHHE OT cpenHeii Macch Erp. ®apm. COOTBETCTRBYET
Boaa** He 6onee 8,0 % 4,5 %
PacTBopenne akTHBHoIt cyGcTaHUHA
Yepes 30 mun (Q = 75 %) He menee 80 % COOTRETCTRYET
IMocToponnne npuMecH

~HMAEHTA(QHLUUPORaHHbIE NPONYKTH pacniana | He Gonee 0,5 % 0,06 %
110 OTACILHOCTH*

-nmobas HenpeHTHHLMpoBaHHAS TpuMecy* | He Gonee 0,2 % 0,08 %
Iocroponane npumecH, BIKX

-CyMMa HEHUAEHTHPUIMPOBaHHAS He 6onee 0,7 % 0,23 %
npuMeceii* He bonee 2,0 % 0,34 %
-CcyMMa BceX npamMecedi
MukpoOHoJorudecKas YHCTOT
Esp.®apmaxones nnu ' X11 Kareropna 3A COOTBETCTBYET
OnsopoanocTs A03uposanus - BIMKX He Gonee 15,0 3,5
Kosmuecrsennoe onpeaenenne - BOAKX
-aToppacTaTHHa B 1 TabneTtke, OKpPLITOH Ot 9,5 Mr no 10,5 mr 10,4 mr
MIEHOYHOH 00010uKoH

*VxasplpacTca HauGonbnas IPHMECH

**[lokazaTenb MOXKET OTCYTCTBOBATh B CepTh(UKaTe aHainsa $upmbl. KoMnauus rapaHTHPYET KaYeCTBO

npenaparta IO AaHHOMY HOKa3aTeRo.

SAKJIOYEHHE: Cootsercryer Tpebosanuam cnennduxanuy.

HactosmuM Mbl ROATBEpANAEM, YTO HHGOPMANMs, TNPEACTABNEHHAN BHINE, ABNJETCH IOAIMHHON M
noctoeepHo. JlaHnaa napThs Apolyxta Oblla NpoM2BelieHa, BKIIOYAs YIAKOBKY M KOHTPOJL kauecTa, Ha
[IPEANPHATHH B MONIHOM COOTBETCTBHMH ¢ Tpebokanuamu Hagnexauiedt npoussoacTeeHnod npaktuxu (GMP)
MECTHOIO KOHTPOJHMPYIOUIEIO OpraHa, a Taioke CO COenM)HKaUMaMH, yKazaHHpiMB B Perucipa
YAOCTOBEpEHMH CTpaHel-MMNopTepa. OT4ETHL O TNPOM3BOACTBE, YNIAKOBKE M aHayse  fiipr
PRCCMOTPEHB! Y NPH3HAHB! COOTBETCTBYIOLUMH Tpebosatusm GMP, /
£

YronHoMoueHHOe JHI0 -y

Brimymen: 16/05/2018

AQD «Carodu Poccusns
Aapec: 125008, Mockea, yn. Teepexas, 22. Ten.: (495) 721-1400. ®ane: (465) 721-1411. www 5
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Certificate of analysis

Produer TORVACARD &
Product number 12004787 Batch LIMS HI £43390
Bateh manber 4080418 Relvased guantity 56437  PACKS
Dosage srengih 10mg
Dosage form film-coated tablets
Packaging size 30 tb! fim Date of unalysis H.05.2018 _
Aannfacture dare 17.04.2018 Specification NI L8-000438-2904 1|
Expiry dae 31.03.2022 Aarketing awthorisation [.5-000438
fmporting country Russia No,
Test Limits Results |
Appearance ‘
Deseription white to off-white, oval, complies
biconvex, film-coated tabler
Identification
Atorvastatin correspondence of positive
chromatograms
Calcium red colouring positive
Titanium dioxide yellow-orange colouring positive
Average weight of | 1ables 0.137g00.152 ' 0.144 g
Mass variation 22027,5%, 020+ 15 % compiics
Waier (K.F.} NMT 8.0 % 4.5 %
Disselution zctive substance
After 30 min(Q=73%) NLT 8¢ % - F 909595059897 %
Purity HPLC
Known degradation products NMT 0.5 % 04,06 %
individuatly
Unknown degradation products NMT 0.2 % 0.08 %
individualiy o
Sum of unknown degradation NMT0.7 4% 0.23 %
products
Sum of all impurities NMT 2.0 % . 0.34 %
Microhiological quality
- GF X, catepory 3A
Tolal aerobic bacteria NMT | 000 CFU/ g U kU
Total Fungi NMT 100 CFL/g 0 CFuige
Absence of Escherichia coli absence in f p nepative
Unifsrmity of desage units
Content uniformity - AV NMT 130 35
Content-HPLC
Content of atorvastatin in | 9.5mz1o 1.5 mg 10.4 mg
film-coated tabler
Conformity with the specification.

Seneca Phermaceuticals a s, « Nnancks 100 . 420 27 Hiohosgs - Siovenska repatitig
Tel (3421033 736 1135 Fax £4424)32 7300830 E Ml sanecadi sanata ¢om - wew sanecs com
KO 66 833 325 - il DPKH SHE207ISOUALT - Tauabankz e - b 2H20123415:5100
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Certificate of analysis

Froduct TORVACARD &

Product number 12004787 Baich L1Ats 1y 643390

Barch number 4080418 Released giantine 39437 PACKS
Losage strength 10 mg '

Dasage farm film-coated tabiets

Packaging size 30tbl im Date of anafvyis FLO5.2018
Afanfactire duie 17.04.2018 Specification ND LS-006438-290411
Exprivy dute 31.03.2022 Murketing giethorisaiion LS-000438

lmporting couniry Russia No,

Phereby confirm that the above information is authentic and accuraie. This batch of product has been manufacrtured including packaging
and quality control at site fully operating in compfiance with EL! GMP requirements, the local Regulatory Authority and the marketing
authorisation of the imponting counry. The batch processing, packaging and analysis records were reviewed and found 1o be in

compliance with GMP,

Release for sale

Manufacturing site: Quality control and relesse site:

Saneca Phamaceuticals a.s. Nitrianska 100 Saneca Pharmaceuticals a.5. Nitrianska §00

920 27 Hiohovee, Siovak Republic 920 27 Hlohovee, Slovak Republic

Auythorisation number ; VL 059/13-2 Authorisation number ;. VL 0597132

GMP Cenificate No : SKA009V/2017 GMP Centificate No ; SK/009V72017
:"rw }’

Certified by QP: Farkasova Emilia ;," 7 / Certified on: 16.08.2018

Saneca Pharmszeutivals a s, - Nitnanska 100 920 77 Highoves - Slovenska repupbiz
Tel [«821133 732 #1111 Fax (~421332 730 0BS0. E-mad SERCATLANECR COM — wwn SANEDE CON
KO 4% B32 323 10 DPH SK2023595847 - Telabanka as -¢ O 2820123496/ 1160
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